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DETAILED ACTION 

Acknowledgment is made of the receipt and entry of the amendment filed on 25 
September 2007 with the amendment of claim 1 , and newly added Claims 21-25. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Election/Restrictions 
Claims 1-25 are currently pending. 

Claims 7-9 and 12-20 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected inventions and species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on 30 May 2006. 

Claims 1-6, 10, 11 and 21-25 are under examination. 

Claim Objections 

Claims 1 and 2 are objected to because of the following informalities: please 
remove the parenthesis from "(% w/v)" in line 8 of claim 1 and line 3 of claim 2. 
Appropriate correction is required. 

Claims 21-25 are objected to because of the following informalities: Claims 21- 
25 are redundant and appear to recite the same limitation as claim 1 and should, 
therefore, either be cancelled or amended. Appropriate correction is required. 



Application/Control Number: Page 3 

10/525,992 

Art Unit: 1655 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-6, 10, 11 and 21-25 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a pharmaceutical composition for the 
prophylactic treatment of migranes comprising an aqueous extract of Sapindus 
trifoliatus pericap (0.1-1 % w/v) and Emblica officinalis (0.1-1 % w/v), does not 
reasonably provide enablement for an anticonvulsant pharmaceutical composition for 
nasal administration having a binding affinity for at least one receptor site selected from 
the group consisting of Gamma-Amino Butyric Acid (GABA)-A agonist site, Glutamate- 
alpha-amino-3-hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) site, Glutamate- 
Kainate site, Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic site, Glutamate- N- 
methyl-D-aspartic acid (NMDA) glycine (strychnine insensitive) site and Sodium channel 
(site 2), consisting essentially of: i. an aqueous, alcoholic, or hydroalcoholic extract of 
the pericarp of the fruit of Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% w/v) of 
hederagenin, and ii. at least one pharmaceutically acceptable additive, nor does it 
reasonably provide enablement for an anticonvulsant pharmaceutical composition, for 
nasal administration according to claim 1, being suitable for prophylactic treatment of 
migrane mediated through its anticonvulsant activity. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 
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Enablement is considered in view of the Wands factors (MPEP 2164.01(A)). 
These include: nature of the invention, breadth of the claims, guidance of the 
specification, the existence of working examples, state of the art predictability of the art 
and the amount of experimentation necessary. All of the Wands factors have been 
considered with regard to the instant claims, with the most relevant factors discussed 
below. 

Nature of the Invention: The nature of this invention is complex in that it is drawn 
to an anticonvulsant pharmaceutical composition for nasal administration having a 
binding affinity for at least one receptor site selected from the group consisting of 
Gamma-Amino Butyric Acid (GABA)-A agonist site, Glutamate- alpha-amino-3- 
hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) site, Glutamate-Kainate site, 
Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic site, Glutamate- N-methyl-D- 
aspartic acid (NMDA) glycine (strychnine insensitive) site and Sodium channel (site 2), 
consisting essentially of: i. an aqueous, alcoholic, or hydroalcoholic extract of the 
pericarp of the fruit of Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% w/v) of 
hederagenin, and ii. at least one pharmaceutical^ acceptable additive, it is also drawn 
to an anticonvulsant pharmaceutical composition, for nasal administration according to 
claim 1 , being suitable for prophylactic treatment of migraine, mediated through its 
anticonvulsant activity. 

While a pharmaceutical composition for the prophylactic treatment of migranes 
comprising aqueous extracts of Sapindus trifoliatus pericap was known, it was not 
known or demonstrated in the art or in the specification that to a pharmaceutical 
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composition for nasal administration consisting essentially of: i. an aqueous, alcoholic, 
or hydroalcoholic extract of the pericarp of the fruit of Sapindus trifoliatus, comprising 
from 0.001 to 1 .0 (% w/v) of hederagenin, and ii. at least one pharmaceutical^ 
acceptable additive is capable of having a binding affinity for at least one receptor site 
selected from the group consisting of Gamma-Amino Butyric Acid (GABA)-A agonist 
site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) 
site, Glutamate-Kainate site, Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic 
site, Glutamate- N-methyl-D-aspartic acid (NMDA) glycine (strychnine insensitive) site 
and Sodium channel (site 2), is suitable for prophylactic treatment of migraine, mediated 
through its anticonvulsant activity or is capable of the other functions claimed by 
Applicant. Furthermore, it was not known or demonstrated in the art or in the 
specification how a composition comprising an aqueous extract of Sapindus trifoliatus 
pericap is capable of prophylactic treatment of migranes (please note that there is no 
mechanism of action that demonstrates that the claimed composition has any of these 
claimed effects). Please note that Applicant is also claiming this activity for alcoholic 
and hydroalcoholic extracts of pericarp of the fruit of Sapindus trifoliatus, however, there 
are no working examples at all with regards to these extracts. 

Breadth of the Claims: The claims are broad in that a composition comprising: 
transfer factor; and at least one support component in an amount that prevents, 
mitigates, or reverses at least one aspect of dysfunction of the metabolism or endocrine 
system function of the subject, wherein the transfer factor is a mammalian transfer 
factor; and the at least one support component is bitter melon and Indian kino; the 
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composition of claim 1 , wherein the at least one support component facilitates insulin 
production by /? cells of the pancreas of the subject, improves insulin sensitivity, 
regulates production of glucose or prevents glucose from exiting cells in claim 6; and 
the composition of claim 1 , consisting essentially of the transfer factor and the at least 
one support component in claim 10, wherein each of the compositions may be 
administered to support or regulate the metabolism of a subject. The complex nature of 
the subject matter of this invention is greatly exacerbated by the breadth of the claims. 

Guidance of the Specification and Existence of Working Examples: The 
specification describes an aqueous extract of Sapindus trifoliatus displays binding 
affinity for GABA A agonistic site in bovine cerebellum, and in Glutamate AMPA site in rat 
forebrain, Glutamate Kainate site in rat forebrain, Glutamate NMDA agonist site in rat 
forebrain, Glutamate NMDA Glycine (strychenine-insensitive site) in rat cortex and 
hippocampus, GABA chloride TBOB in rat cortex, Glutamate chloride in rat cerebellum, 
and Sodium site 2 in rat forebrain when in higher concentrations (See page 19, Table 
1 ). Please note that there is no description of how these studies were conducted or 
how the results were obtained. All that has been provided was a table with results. The 
specification further discloses that in an in vivo rat study, an aqueous extract of 
Sapindus trifoliatus was administered intranasally to rats and thirty minutes after 
administration, rats were administered electroshock. The specification further discloses 
that an aqueous extract of Sapindus trifoliatus does not protect against PTZ induced 
convulsions in rats on intra-nasal administration (See pages 20-23). The specification 
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further discloses a method of evaluation of motor co-ordination on rota rod performance 
test in rats with an aqueous extract of Sapindus trifoliatus (See pages 23-26). 

The specification envisions that a pharmaceutical composition for nasal 
administration consisting essentially of: i. an aqueous, alcoholic, or hydroalcoholic 
extract of the pericarp of the fruit of Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% 
w/v) of hederagenin, and ii. at least one pharmaceutical^ acceptable additive will have 
utility in humans as an anticonvulsant by having a binding affinity for at least one 
receptor site selected from the group consisting of Gamma-Amino Butyric Acid (GABA)- 
A agonist site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4-isoxazolepropionic acid 
(AMPA) site, Glutamate-Kainate site, Glutamate: N-methyl-D-aspartic acid (NMDA) 
agonistic site, Glutamate- N-methyl-D-aspartic acid (NMDA) glycine (strychnine 
insensitive) site and Sodium channel (site 2) and will also provide prophylactic treatment 
of migraine mediated through its anticonvulsant activity. 

However, no working examples are provided with regard to a pharmaceutical 
composition for nasal administration consisting essentially of: i. an aqueous, alcoholic, 
or hydroalcoholic extract of the pericarp of the fruit of Sapindus trifoliatus, comprising 
from 0.001 to 1.0 (% w/v) of hederagenin, and ii. at least one pharmaceutical^ 
acceptable additive wherein each of the compositions acts as an anticonvulsant by 
having a binding affinity for at least one receptor site selected from the group consisting 
of Gamma-Amino Butyric Acid (GABA)-A agonist site, Glutamate- alpha-amino-3- 
hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) site, Glutamate-Kainate site, 
Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic site, Glutamate- N-methyl-D- 
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aspartic acid (NMDA) glycine (strychnine insensitive) site and Sodium channel (site 2) 
or that each of the compositions provides prophylactic treatment of migraine mediated 
through its anticonvulsant activity. Furthermore, no working examples are provided that 
demonstrate the efficacy of a pharmaceutical composition for nasal administration 
consisting essentially of: i. an aqueous, alcoholic, or hydroalcoholic extract of the 
pericarp of the fruit of Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% w/v) of 
hederagenin, and ii. at least one pharmaceutical^ acceptable additive wherein each of 
the compositions acts as an anticonvulsant by having a binding affinity for at least one 
receptor site selected from the group consisting of Gamma-Amino Butyric Acid (GABA)- 
A agonist site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4-isoxazolepropionic acid 
(AMPA) site, Glutamate-Kainate site, Glutamate: N-methyl-D-aspartic acid (NMDA) 
agonistic site, Glutamate- N-methyl-D-aspartic acid (NMDA) glycine (strychnine 
insensitive) site and Sodium channel (site 2) or that each of the compositions provides 
prophylactic treatment of migraine mediated through its anticonvulsant activity. 

Predictability and State of the Art: The state of the art at the time the invention 
was made was unpredictable and underdeveloped. For example, Katsumori et al. (U, 
"Acute Effects of Various GABA Receptor Agonists and Glutamate Antagonists on Focal 
Hippocampal Seizures in Freely Moving Rats Elicited by Low-Frequency Stimulation" 
Synapse, Vol. 28 (1998) 103-109) teaches that although there is a large volume of 
scientific data indicating that the pathogenesis of epileptic seizures may result from (1 ) 
an attenuation in the function/activity of GABAergic neurons, and/or (2) an overactivity 
of neurons that use excitatory amino acides, such as 1 -glutamate, pharmacological 
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agents that act as GABA A receptor antagonists or as agonists at certain excitatory 
amino acid receptors will precipitate seizures (See page 103). Katsumori further 
teaches that by contrast, the systemic administration of antagonists of the excitatory 
amino receptor subtypes n-methyl-d-aspartate (NMDA) and kainic acid have been 
shown to be effective in blocking epileptic seizures generated in animals, although a 
number of these agents produce significant adverse behavioral alterations, such as 
ataxia and sedation (See page 104). Katsumori further teaches that GABA A receptors 
may play a role in maintenance, but not in the initiation of seizures, whereas, in 
contrast, seizure initiation may be predominately mediated by glutamate receptors, 
whereas AMPA receptors may be involved in mediating the initiation and maintenance 
of seizures (See page 108). Therefore, it is unclear exactly what mechanism is 
responsible for epileptic seizures and which binding sites are responsible for which 
aspect of a seizure. Finally, Misikostas et al. (V, "Receptor Systems Mediating c-fos 
Expression within Trigeminal Nucleus Caudalis in Animal Models of Migraine" Brain Res 
Rev Vol 35 (2001 ) 20-35) teaches that although there is evidence at least ten receptors 
including GABA A , NMDA and AMPA modulate c-fos expression within Sp5C, to date 
there is no adequate model of migrane. Misikostas further teaches that although the 
use of c-fos as a marker of activation of the trigeminovascular system as it relates to 
cephalic pain has produced notable advances in the field of pharmacology and 
pathophysiology of migrane, not all drugs that modulate c-fos expression within Sp5C 
have clinical significance (See page 29, "Conclusions") and that there are limitations on 
the c-fos paradigm of migrane, that the affinity profile to specific receptor subtypes of 
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tested drugs, as well as their pharmacokinetic and pharmacodynamic profile, vary from 
the animals to man. Misikostas further teaches that not all receptors that modulate c- 
fos expression within Sp5C have equal clinical importance and that the experimental 
techniques used for c-fos induction in animals do not reproduce the generator of a 
migrane attack, which remains unknown. Misikostas further teaches that expression 
within other nuclei further limits the value of the rodent/feline model (See page 30). 
Therefore, it appears that it is not clear as to which receptor(s) are responsible for 
migrane attacks or that these receptors are have any bearing on migrane attacks and 
that just because a compound binds to a certain receptor, does not mean that the 
compound will have an effect on migranes. Furthermore, it appears that animal models 
are poor predictors of the effect of anti-migrane medication on humans. 

As mentioned above, the only working examples provided by Applicant are 
drawn to an aqueous extract of Sapindus trifoliatus, wherein the aqueous extract of 
Sapindus trifoliatus displays binding affinity for GABA A agonistic site in bovine 
cerebellum, and in Glutamate AMPA site in rat forebrain, Glutamate Kainate site in rat 
forebrain, Glutamate NMDA agonist site in rat forebrain, Glutamate NMDA Glycine 
(strychenine-insensitive site) in rat cortex and hippocampus, GABA chloride TBOB in rat 
cortex, Glutamate chloride in rat cerebellum, and Sodium site 2 in rat forebrain. 
However, there is no description of how these studies were conducted or how the 
results were obtained. All that has been provided was a table with results. The 
specification further discloses that in an in vivo rat study, an aqueous extract of 
Sapindus trifoliatus was administered intranasally to rats and thirty minutes after 



Application/Control Number: Page 1 1 

10/525,992 

Art Unit: 1655 

administration, rats were administered electroshock. The specification further discloses 
that an aqueous extract of Sapindus trifoliatus does not protect against PTZ induced 
convulsions in rats on intra-nasal administration (See pages 20-23). The specification 
further discloses a method of evaluation of motor co-ordination on rota rod performance 
test in rats with an aqueous extract of Sapindus trifoliatus. The specification does not 
show that the composition acts as an anticonvulsant by having a binding affinity for at 
least one receptor site selected from the group consisting of Gamma-Amino Butyric 
Acid (GABA)-A agonist site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4- 
isoxazolepropionic acid (AMPA) site, Glutamate-Kainate site, Glutamate: N-methyl-D- 
aspartic acid (NMDA) agonistic site, Glutamate- N-methyl-D-aspartic acid (NMDA) 
glycine (strychnine insensitive) site and Sodium channel (site 2) or that each of the 
compositions provides prophylactic treatment of migraine mediated through its 
anticonvulsant activity. 

Thus, while the claim-designated compositions may be useful for providing such 
an effect, Applicant does not disclose a pharmaceutical composition for nasal 
administration consisting essentially of: i. an aqueous, alcoholic, or hydroalcoholic 
extract of the pericarp of the fruit of Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% 
w/v) of hederagenin, and ii. at least one pharmaceutically acceptable additive, wherein 
each of the compositions acts as an anticonvulsant by having a binding affinity for at 
least one receptor site selected from the group consisting of Gamma-Amino Butyric 
Acid (GABA)-A agonist site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4- 
isoxazolepropionic acid (AMPA) site, Glutamate-Kainate site, Glutamate: N-methyl-D- 
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aspartic acid (NMDA) agonistic site, Glutamate- N-methyl-D-aspartic acid (NMDA) 
glycine (strychnine insensitive) site and Sodium channel (site 2) or that each of the 
compositions provides prophylactic treatment of migraine mediated through its 
anticonvulsant activity. 

The Office further notes that while the specification discloses that the claim- 
designated compositions will have utility in humans, wherein each of the compositions 
acts as an anticonvulsant by having a binding affinity for at least one receptor site 
selected from the group consisting of Gamma-Amino Butyric Acid (GABA)-A agonist 
site, Glutamate- alpha-amino-3-hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) 
site, Glutamate-Kainate site, Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic 
site, Glutamate- N-methyl-D-aspartic acid (NMDA)>glycine (strychnine insensitive) site 
and Sodium channel (site 2) or that each of the compositions provides prophylactic 
treatment of migraine mediated through its anticonvulsant activity, nowhere in the 
specification or in the limitations does Applicant direct the claimed subject matter to the 
administration of a pharmaceutical composition for nasal administration consisting 
essentially of: i. an alcoholic, or hydroalcoholic extract of the pericarp of the fruit of 
Sapindus trifoliatus, comprising from 0.001 to 1 .0 (% w/v) of hederagenin, and ii. at least 
one pharmaceutically acceptable additive to any subject. 

Amount of Experimentation Necessary. The quantity of experimentation 
necessary to carry out the claimed invention is high, as the skilled artisan could not rely 
on the prior art or instant specification to teach how to make and use a pharmaceutical 
composition for nasal administration consisting essentially of: i. an aqueous, alcoholic, 
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or hydroalcoholic extract of the pericarp of the fruit of Sapindus trifoliatus, comprising 
from 0.001 to 1 .0 (% w/v) of hederagenin, and ii. at least one pharmaceutically 
acceptable additive, wherein each of the compositions acts as an anticonvulsant by 
having a binding affinity for at least one receptor site selected from the group consisting 
of Gamma-Amino Butyric Acid (GABA)-A agonist site, Glutamate- alpha-amino-3- 
hydroxy-5-methyl-4-isoxazolepropionic acid (AMPA) site, Glutamate-Kainate site, 
Glutamate: N-methyl-D-aspartic acid (NMDA) agonistic site, Glutamate- N-methyl-D- 
aspartic acid (NMDA) glycine (strychnine insensitive) site and Sodium channel (site 2) 
or that each of the compositions provides prophylactic treatment of migraine mediated 
through its anticonvulsant activity that can be administered in a therapeutically effective 
dose with an acceptable level of side-effects. 

In view of the breadth of the claims and the lack of guidance provided by the 
specification as well as the unpredictability of the art, the skilled artisan would have 
required an undue amount of experimentation to make and/or use the claimed 
invention. Therefore, Claims 1-6, 10, 11 and 21-25 are not considered to be fully 
enabled by the instant specification. 

Please note that the art rejections below are based upon what Applicant is 
enabled for based upon Applicant's originally filed specification and what was known in 
the art at the time the invention was made. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-6, 10, 11 and 21-25 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 1 recites the limitation "the pericap of the fruit" in line 7. There is 
insufficient antecedent basis for this limitation in the claim. 

Response to Arguments 
Claim Rejections - 35 USC § 103 

Claims 1-6, 10 and 11 remain rejected and newly added claims 21-25 are newly 
rejected under 35 U.S.C. 103(a) as being unpatentable over Chikara et al. (N*, WO 
01/89544 A1. Please note that in the previous Office Action, the reference was referred 
to as Gupta et al. The Examiner wishes to correct the authorship of this Patent). 

This rejection is maintained for reasons of record set forth in the paper mailed on 
9 August 2006 and repeated below, slightly altered to take into consideration Applicant's 
amendment filed on 25 September 2007. 

Applicants arguments have been thoroughly considered, but the rejection 
remains the same for the reasons set forth in the previous Office action and for the 
reasons set forth below. 

Chikara teaches a pharmaceutical composition for the prophylactic treatment of 
migranes comprising an aqueous extract of Sapindus trifoliatus pericap (0.1-1 % w/v) 
(See Abstract), which inherently contains hederagenin (See page 1 1 , lines 10-13) and 
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Emblica officinalis (0.1-1 % w/v) in acidic conditions (please note that Chikara further 
teaches that the pH of the composition is maintained between 3.5 and 7.0, wherein a 
pH range between 3.5 and 5.5 is most preferred, See page 18, lines 20 and 21), which 
reads on an extract of the paricarp of the fruit of Sapindus trifoliatus comprising 
hederagenin and at least one pharmaceutical^ acceptable additive. Chikara further 
teaches that the pharmaceutical composition further comprises an isotonic agent, such 
as sodium chloride (See page 19, lines 1 and 2), which reads on a tonicity agent. 
Chikara further teaches that the composition is obtained in the form of nasal drops (See 
Abstract) and that the fruit of Sapindus trifoliatus is used in the treatment of epilepsy 
(See 'page 11, lines 1-9), which reads on anticonvulsant. 

The teachings of Chikara are set forth above. Chikara does not expressly teach 
an anticonvulsant pharmaceutical composition for nasal administration comprising of an 
extract of the pericarp of S. trifoliatus comprising from 0.001 to 1 .0 % w/v hederagenin 
nor does Chikara teach hederagenin in an amount from 0.004% of 0.08% w/v nor does 
Chikara teach that the extract is in the form of a lyophilized powder, nor does Chikara 
teach that the pH is in the range of between 4.5 and 6.5. However, at the time the 
invention was made, it would have been obvious to one of ordinary skill in the art and 
one would have been motivated and had a reasonable expectation of success to modify 
the amount of hederagenin in the composition taught by Chikara, to modify the form in 
which the extract of pericarp is in and to modify the pH of the composition, because at 
the time the invention was made, it was known that the paricarp of the fruit of Sapindus 
trifoliatus inherently contained hederagenin, as clearly taught by Chikara. Furthermore, 
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it would have been merely a matter of judicious selection to one of ordinary skill in the 
art at the time the invention was made to modify the referenced composition because it 
would have been well in the purview of one of ordinary skill in the art practicing the 
invention to pick and choose a concentration of hederagenin, it would have been well in 
the purview of one of ordinary skill in the art to choose a form that an extract was in, 
particularly since the extract was being made into a composition further comprising a 
pharmaceutically acceptable additive (please note that lyophilizing the extract simply 
makes the extract more concentrated since it is simply removing extraction solvent), 
and it would have been well in the purview of one of ordinary skill in the art to modify the 
pH of the composition to provide an anticonvulsant pharmaceutical composition for 
nasal administration and for prophylactic treatment of migrane comprising hederagenin, 
because at the time the invention was made, it was known in the art that the paricarp of 
the fruit of Sapindus trifoliatus inherently contained hederagenin and that it was useful 
for treating migranes and epilepsy, as clearly taught by Chikara. Thus, the claimed 
invention is no more than the routine optimization of a result effect variable. 

The result-effective adjustment of particular conventional working conditions 
(e.g., modifying the amount of a bioactive compound in a composition, using a desired 
form of an extract, and adjusting the pH of a solution) is deemed merely a matter of 
judicious selection and routine optimization which is well within the purview of the skilled 
artisan. 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to add any of the claimed ingredients in the making of the 
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claimed composition because it is well known that its prima facie obvious to combine 
two or more ingredients, each of which is taught by the prior art, to be useful for the 
same purpose in order to form a third composition which is useful for the same purpose. 
The idea for combining them flows logically from their having been used individually in 
the prior art. In re Susi, 58 CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 
426 (1971); In re Crocketti, 47 CCPA 1018, 1020-21; 279 F.2d 274, 276-277; 126 
USPQ 186, 188 (1960). 

Based upon the beneficial teachings of the cited references, the skill of one of 
ordinary skill in the art, and absent evidence to the contrary, there would have been a 
reasonable expectation of success to result in the claimed invention. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Applicants argue that the claims of the present application are styled in 
"consisting essentially of form and as indicated in MPEP section 211 1 .03, this term is 
intended to limit the scope of the claims to the specified materials or steps and those 
that do not materially affect the basic and novel characteristic(s) of the claimed 
invention. See In re Herz, 537 F.2d 549, 551-552, 1990 U.S.P.Q. 461, 463 (C.C.P.A. 
1976). In the present case, it is undisputed that the Chikara reference discloses a 
composition that includes Sapindus trifoliatus and Emblica officinalis. Applicants further 
argue as demonstrated by the data submitted herewith in the Declaration of Sudershan 
K. Arora, the presence of the Emblica officinalis in the composition disclosed by Chikara 
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is indeed sufficient to destroy the basic novel characteristics of the claimed invention. 
Specifically, the presence of Emblica officinalis significantly affects receptor binding 
properties of a composition that includes Sapindus trifoliatus, and Chikara therefore not 
only fails to disclose the present invention, Chikara teaches directly away from the 
present invention. 

This is not found persuasive because Applicants have neglected to show that an 
aqueous extract of Sapindus trifolatus provides the instantly claimed effects, and, 
therefore, since Applicants are not fully enabled for the invention they are claiming, the 
teachings of Chikara are the only teachings that provide enablement for Applicants 
invention. Therefore, the Chikara rejection teaches the invention for which Applicants 
are enabled. 

Response to Amendment 

The declaration under 37 CFR 1 .132 filed 25 September 2007 is insufficient to 
overcome the rejection of claims 1-6, 10 and 1 1 based upon the rejection under 35 
U.S.C. 103(a) as being unpatentable over Chikara et al. (NT) as set forth in the last 
Office action because: Applicant is not fully enabled by Applicant's originally filed 
specification (please see 112 1 st rejection applied above), and, therefore, since 
Applicant is only enabled for the composition taught by Chikara et al. (N*). Therefore, 
Applicant's declaration, which essentially recites what was already disclosed in 
Applicant's originally filed specification and is not fully enabled, is not sufficient to 
overcome this rejection. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy L. Clark whose telephone number is (571) 272- 
1310. The examiner can normally be reached on 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571 ) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Amy L. Clark 
AU 1655 



Amy L. Clark 
November 29, 2007 
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